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•• The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 22 February 2005 . 
2a)G3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) S Claim(s) 19.20 and 22-25 is/are pending in the application. 

4a) Of the above claim(s) 21_ is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 19.20 and 22-25 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10) D The drawing(s) filed on " is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)Q All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicant's response filed on February 22, 2005 is acknowledged. Claims 19, 20 
22-24 and newly added claim 25 are pending and under consideration. Claims 1-18 
and 21 have been canceled and withdrawn from consideration. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in the prior Office Action. 

Objections Withdrawn 

In view of Applicant's response the objection to the specification to 
: ..... - : *o ~ for failure to provide antecedent basis (page 3 paragraph 4) is withdrawn. 

Rejections Withdrawn 

In view of Applicant's response the rejection over claims 19, 20, 22 and 23 (page 
7, paragraph 6) is withdrawn. 

In view of Applicant's response the rejections over claims 1 9, 20 and 22-24 under 
35 U.S.C. 102 (b) and (e) (page 10-13) are withdrawn. 
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Objections Maintained 

The objection to the specification under 37 CFR 1.58, MPEP 608.01 as having 
no page numbers is maintained for the reasons set forth on page 2, paragraph 4. An 
example of the specification is enclosed following this office action. 

Rejections Maintained 

The rejection of claim 23 under 35 U.S.C. 101 (double patenting) is maintained 
for the reasons set forth in the prior office action on page 6 paragraph 5. Applicant 
failed to either cancel or amended the conflicting claim so that it is no longer 
coextensive in scope. Submitting a terminal disclaimer does not overcome the 
rejection. In addition there has been no side-by-side comparison made to show that 
there is a difference between botulinum toxin and botulinum neurotoxin. 

The rejection of claims 1 9, 20 and 22 under 35 U.S.C 112, first paragraph for 
failing to comply with the written description requirement is maintained for the reasons 
set forth in the prior office action page 9, paragraph 7. Applicant has not specifically 
identified where in the instant specification by page and line number - the written 
support for this concept can be found. 
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The rejection of claims 19, 20, 22-24 and newly added 25 under 35 U.S.C. 103 is 
being maintained for the reasons set forth in the prior office action page 19, paragraph 
9. 

The rejection was on the ground that Vigil et al. discloses a device for injecting 
into a wall of a blood vessel. Vigil et al teaches a composition for use in a 
cardiovascular procedure (see figures). Figures 9-1 1 depict an inflatable balloon with 
multiple dispensing ports (little cups) within. The figure would meet the limitation of 
imbedded therein. If the toxin were in the dispensing ports the toxin would clearly be 
embedded therein. 

Vigil et al teaches a composition for use in a cardiovascular procedure (see 
figures) comprising a stent (see abstract) with a toxin attached or embedded therein 
(column 3, lines 33-46), wherein the composition comprises a device with a multi-lumen 
catheter in which a toxin containing fluid resides for the injection of a blood vessel to 
treat stenosis. Vigil et al teaches administration of a toxin directly to a blood vessel 
(column 1 , lines 23-30) of a patient, wherein the composition is administered during or 
after a cardiovascular procedure comprising a composition comprising a tube or balloon 
(column 4, lines 16-24) with a toxin attached or imbedded in dispensers therein (column 
1 1 , lines 47-54; column 3, lines 33-46) and the administering is accomplished through 
injection of a toxin containing fluid into the vessel. The injection device comprises an 
expandable multi-lumen catheter that administers the toxin containing fluid or slow 
release composition directly into a blood vessel. However, Vigil et al teaches suitable 
toxins such as pseudomonas exotoxin or Ricin A toxin (column 3, line 44). Vigil et al 
differs because they do not teach the limitation of a botulinum toxin. 

Schramm et al has priority back to November 4, 1992. Application number 
08/781,745 (page 3, lines 8-15) also teaches that pseudomonas toxins and botulinum 
toxins are both ADP-ribosylation toxins. ADP-ribosylation toxins are common in 
bacterial.infections. These toxins include but are not limited to pseudomonas 
enterotoxin and botulinum toxin (column 3, lines 4-9). 

Rappuoli et al (1997) teaches that when you combine botulinum neurotoxin type 
C strains with D strains they will produce the Clostridium botulinum C2 toxins and the 
botulinum C3 ADP-ribosyltransferase (page 108, 2 nd U). Rappuoli also teaches the C2 
toxin to be an ADP-ribosyltransferase (page 66, 2 nd column). 

It would have been prima facia obvious to a person having ordinary skill in the art 
at the time the invention was made to modify the composition of Vigil et al that 
comprises a expandable stent and a toxin to substitute the botulinum toxin of Rappuoli 
et al because Schramm et al teach both pseudomonas toxin and botulinum toxin 
function as ADP-ribosylating toxins, and substitution of one functional equivalent for 
another is routine in the art. 

Since the Office does not have the facilities for examining and comparing 
applicants' composition with the composition of the prior art, the burden is on applicant 
to show a novel or unobvious difference between the claimed product and the prior art 
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(i.e., the composition of the prior art does not posses: a stent with botulinum toxin 
attached). See In re Best . 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and In re 
Fitzgerald etal .. 205 USPQ 594. 

Applicant urges that a) Vigil et al disclose a device for injecting fluid into a blood 
vessel wall, b) Vigil et al disclose that the antiproliferative agents are agents that kill 
rapidly dividing cells, c) Schramm et al disclose compounds that inhibit nucleoside 
hydrolase and transferase enzyme activity of parasites, d) Rappuoli et al disclose 
general information regarding C2, e) Schramm et al does not suggest a therapeutic use 
of any toxin and f) none of the above references disclose, teach, or even suggest the 
elements of the present claims. 

In response to applicant's arguments against the references individually, one cannot 
show nonobviousness by attacking references individually where the rejections are 
based on combinations of references. See In re Keller, 642 F.2d 41 3, 208 USPQ 871 
(CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). It is 
the examiner's position that the claims are drawn to a composition comprising a stent 
with a botulinum toxin attached or embedded wherein the botulinum toxin elutes from 
the stent. Moreover, the claims are drawn to a botulinum toxin, which the instant 
specification defines as an anaerobic, gram-positive bacterium Clostridium botulinum, 
which produces a potent polypeptide neurotoxin. Again, there has been no side-by-side 
comparison made to show that there is a difference between botulinum toxin and 
botulinum neurotoxin. Lastly, applicant is arguing issues to which the claims are not 
drawn. 
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Conclusion 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lakia J. Tongue whose telephone number is 571-272- 
2921 . The examiner can normally be reached on Monday-Friday 7-3:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on 571-272-0864. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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